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§870.5150

§870.5150 Embolectomy catheter.

(a) Identification. An embolectomy
catheter is a balloon-tipped catheter
that is used to remove thromboemboli,
i.e., blood clots which have migrated in
blood vessels from one site in the vas-
cular tree to another.

(b) Classification. Class II (perform-
ance standards).

§870.5175 Septostomy catheter.

(a) Identification. A septostomy cath-
eter is a special balloon catheter that
is used to create or enlarge the atrial
septal defect found in the heart of cer-
tain infants.

(b) Classification. Class II (perform-
ance standards).

§870.5200 External
pressor.

(a) Identification. An external cardiac
compressor is an external device that
is electrically, pneumatically, or
manually powered and is used to com-
press the chest periodically in the re-
gion of the heart to provide blood flow
during cardiac arrest.

(b) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. No effective date has
been established of the requirement for
premarket approval. See §870.3.

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR
17737, May 11, 1987]

cardiac com-

§870.5225 External counter-pulsating
device.

(a) Identification. An external
counter-pulsating device is a
noninvasive, prescription device used
to assist the heart by applying positive
or negative pressure to one or more of
the body’s limbs in synchrony with the
heart cycle.

(b) Classification. (1) Class II (special
controls) when the device is intended
for the treatment of chronic stable an-
gina that is refractory to optimal anti-
anginal medical therapy and without
options for revascularization. The spe-
cial controls for this device are:

(i) Nonclinical performance evalua-
tion of the device must demonstrate a
reasonable assurance of safety and ef-
fectiveness for applied pressure, syn-
chronization of therapy with the appro-
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priate phase of the cardiac cycle, and
functionality of alarms during a device
malfunction or an abnormal patient
condition;

(ii) Reliabilities of the mechanical
and electrical systems must be estab-
lished through bench testing under
simulated use conditions and matched
by appropriate maintenance schedules;

(iii) Software design and verification
and validation must be appropriately
documented;

(iv) The skin-contacting components
of the device must be demonstrated to
be biocompatible;

(v) Appropriate analysis and testing
must be conducted to verify electrical
safety and electromagnetic compat-
ibility of the device; and

(vi) Labeling must include a detailed
summary of the device-related and pro-
cedure-related complications pertinent
to use of the device.

(2) Class III (premarket approval) for
the following intended uses: Unstable
angina pectoris; acute myocardial in-
farction; cardiogenic shock; congestive
heart failure; postoperative treatment
of patients who have undergone coro-
nary artery bypass surgery; peripheral
arterial disease associated with
ischemic ulcers rest pain or
claudication, threatened gangrene, in-
sufficient blood supply at an amputa-
tion site, persisting ischemia after
embolectomy or bypass surgery, and/or
pre- and post-arterial reconstruction to
improve runoff; diabetes complicated
by peripheral arterial disease or other
conditions possibly related to arterial
insufficiency including nocturnal leg
cramps and/or necrobiosis
diabeticorum; venous diseases, includ-
ing prophylaxis of deep vein
thrombophlebitis, edema (e.g., chronic
lymphedema) and/or induration (e.g.,
stasis dermatitis) associated with
chronic venous stasis, venous stasis ul-
cers, and/or thrombophlebitis; athletic
injuries, including Charley horses,
pulled muscles and/or edematous mus-
cles; necrotizing cellulitis.

(¢) Date premarket approval application
(PMA) or notice of completion of product
development protocol (PDP) is required. A
PMA or notice of completion of a PDP
is required to be filed with FDA on or
before March 31, 2014, for any external
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counter-pulsating device, with an in-
tended use described in paragraph (b)(2)
of this section, that was in commercial
distribution before May 28, 1976, or that
has, on or before March 31, 2014, been
found to be substantially equivalent to
any external counter-pulsating device,
with an intended use described in para-
graph (b)(2) of this section, that was in
commercial distribution before May 28,
1976. Any other external counter-pul-
sating device with an intended use de-
scribed in paragraph (b)(2) of this sec-
tion shall have an approved PMA or de-
clared completed PDP in effect before
being placed in commercial distribu-
tion.

[78 FR 79307, Dec. 30, 2013]

§870.5300 DC-defibrillator
paddles).

(a) Low-energy DC-defibrillator—(1)
Identification. A low-energy DC-
defibrillator is a device that delivers
into a 50 ohm test load an electrical
shock of a maximum of 360 joules of en-
ergy used for defibrillating (restoring
normal heart rhythm) the atria or ven-
tricles of the heart or to terminate
other cardiac arrhythmias. This ge-
neric type of device includes low en-
ergy defibrillators with a maximum
electrical output of less than 360 joules
of energy that are used in pediatric
defibrillation or in cardiac surgery.
The device may either synchronize the
shock with the proper phase of the
electrocardiogram or may operate
asynchronously. The device delivers
the electrical shock through paddles
placed either directly across the heart
or on the surface of the body.

(2) Classification. Class II (perform-
ance standards).

(b) High-energy DC-defibrillator—(1)
Identification. A  high-energy DC-
defibrillator is a device that delivers
into a 50 ohm test load an electrical
shock of greater than 360 joules of en-
ergy used for defibrillating the atria or
ventricles of the heart or to terminate
other cardiac arrhythmias. The device
may either synchronize the shock with
the proper phase of the electrocardio-
gram or may operate asynchronously.
The device delivers the electrical shock
through paddles placed either directly
across the heart or on the surface of
the body.

(including

§870.5325

(2) Classification. Class III (premarket
approval).

(c) Date PMA or notice of completion of
a PDP is required. A PMA or a notice of
completion of a PDP is required to be
filed with the Food and Drug Adminis-
tration on or before December 26, 1996
for any DC-defibrillator (including pad-
dles) described in paragraph (b)(1) of
this section that was in commercial
distribution before May 28, 1976, or that
has, on or before December 26, 1996
been found to be substantially equiva-
lent to a DC-defibrillator (including
paddles) described in paragraph (b)(1)
of this section that was in commercial
distribution before May 28, 1976. Any
other DC-defibrillator (including pad-
dles) described in paragraph (b)(1) of
this section shall have an approved
PMA or declared completed PDP in ef-
fect before being placed in commercial
distribution.

[45 FR 7907, Feb. 5, 1980, as amended at 52 FR
17737, May 11, 1987; 61 FR 50706, Sept. 27, 1996]

§870.5310 Automated
defibrillator.

(a) Identification. An automated ex-
ternal defibrillator (AED) is a low-en-
ergy device with a rhythm recognition
detection system that delivers into a 50
ohm test load an electrical shock of a
maximum of 360 joules of energy used
for defibrillating (restoring mnormal
heart rhythm) the atria or ventricles of
the heart. An AED analyzes the pa-
tient’s electrocardiogram, interprets
the cardiac rhythm, and automatically
delivers an electrical shock (fully auto-
mated AED), or advises the user to de-
liver the shock (semi-automated or
shock advisory AED) to treat ventric-
ular fibrillation or pulseless ventric-
ular tachycardia.

(b) Classification. Class III (premarket
approval)

(c) Date PMA or notice of PDP is re-
quired. No effective date has been es-
tablished of the requirement for pre-
market approval. See §870.3.

[68 FR 61344, Oct. 28, 2003; 69 FR 10615, Mar.
8, 2004]

external

§870.5325 Defibrillator tester.

(a) Identification. A defibrillator test-
er is a device that is connected to the
output of a defibrillator and is used to
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